MEMORANDUM DEPARTMENT OF HEALTH & HUMAN SERVICES
Public Health Service
Food and Drug Administration

Center for Drog| Bvgluation and) Researgh

DATE: January 10, 2006

e
FROM: Dave Read (HFD-600) A /\\
SUBJECT:  Docket No. 00P-1466

TO: Division of Dockets Management (HFA-305)

In the docket indicated above, please file the attached copies of (1) a December 19, 2005 letter
from the agent for Clonmel Healthcare LTD and (2) a January 10, 2006 e-mail exchange between
me and the agent. The agent’s letter states that Clonmel Healthcare LTD was the holder of
ANDA 75-544 [one of the ANDAs that was the subject of the citizen petition in this docket] and
that Clonmel Healthcare LTD withdrew the ANDA in 2004. In the e-mail exchange the agent
permits the letter to be part of the public record in Docket No. 00P-1466.
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